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Food and Drug Administration 
Division of Dockets M.anagemcnl 
5630 l?isbers Lane, Rvcnn 1061 
Roclcvillq MD 20852. 

Kli: Oockct 2003P-0574 - Lis?eria nronocyrogene.~: Petilion lo Establish a Regulatory 
Limit 

‘l’he Schwa Food Cornlxtny (Schwan) rcspcctfUlly submits thcsc comments in support 
o!‘~hc Citixcn Petition rcqucsting the csMlishmcnt ofa regulatory limit of’ 100 &j/gram 
ol‘Listcrin monocytogcncs [or those rcndy-to-cat foods which do nol support growth of 
the organism. 

Ry way of’in~roduction, Schwan is one of’ the largest bra-&d frozen food cornpanics in 
tlx world. ‘l’he company employs mote than 25,000 people in Lhe procasing, 
manufacturing, transl”)l’lution, disLribution and sales of frcjzen lbocls nationally. and 
interiiaticliially. 

l;ood sa1‘c1.y bus always been ;I priority for the company. S&wan supports the USC of 
scicncc-bnscd standards by g~ernment rcgula~ors and bclicves rhc above-cnptioncd 
petition is consislcnl with the USC of scicncc to addross public ltcnlt’h regulation. 

Scicntii’lc cvidcncc demonstrates that it is Ihc Icvcf of L. rnonocyfr~~en~s in the product -- 
that dctcrmines wlvA11er a product may bc harmful. Accordingly, if a product contains a 
low initial level ofconlr~~ination (Icss than 100 cfu/g) and this lcvcl will not increase 
given the nature oCthc product (e.g., frozen), L. monocy~ogenes will not post a public 
hcnhh risk. In lhc joint FDNFood Snfcty and Jnspection Scrvicc Qualitative Asscssmcnl 
of Rclativc Risk lo Public I-lcalth frown Fnodbomc L. monocyfogr?/w.s, the agencies 
concluded that I’oods will1 3 low level of contaninativn and no growth were “highly 
unlikely 10 bc D source offoodborne lisleriosis.” 

In light of the scienti fit support contoincd in both the Citizen Petition and the FDNFSTS 
Risk Asscssmcnl. it is rcnsonnblc for Iil>A 10 dcdicatc its limited resources on produc& 
which actually do post a hcnlth risk. As FDA has recoynizod, it rrccds to target its 
rcsourccs whcrc thcrc will be demonsLrable hcnllh bcnelits. 
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Schwan supports FDA acting promptly to propose and finalize the regulatory limit 
requested. ‘1%~ company hopes rhat such action will be the first of many actions that 
bases policy on scicncc and that allocates resources most elTectively, 

FDA consideration ol’thcsc commcnts in support of the Citizen Petition is appreciated. 
S&wan looks forward to the continuing cooperation bctwccn the fbod industry and FDA 

to cnhancc food safety. 


